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. Patiept-inlormation
1. Patients muifier |2 Agesltime
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C. Suspect medication(s)
}. Name (pve labeled strenpih & mitflabeter. if known)
n TYLENOL W/CODEINE NO.

J{tablet) (ACETAMINOPHEN/CODEINE)

?2-2 o
Daw 22 TYLENOL (PARACETAMOL)
of birth: 03/18/1968
8. Adverse event or product problem 2. Dusc. frequency & route used 3.Therapy dates  lif unknown. prve dwravon)
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S marbastyr quundinmmﬁmm 4 #1 PAIN Mopped or dase reduced
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B hospaizaion il o prtonges oo a ¥ TOOTHACHEE pracr
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S. Describe event or problem : 7] Dyes DM Bm:
Notification via litigation of case 9. NDC# - for product problems only (if known) apply
summaries provided by physician/co-author of 20 [Ow ngmu

literature report (N Engl J Med 1997;
337:1112-7). Information provided based on
extracted data from medical records of
patients hospitalization for acetaminophen
ingestion between 0l1-Jan-92 and 30-Apr-95.
According to extracted data, a 26-year-old
female with history of regular alcohol use
took 15 tablets 325 mg acetaminophen daily
for 3 weeks (not more than 4 g/24 hours) for
a toothache.

10. Concomitant n-d-:al products and therapy daes (exclude treatment of event)
No Concomitant Products Used

Detailed information received 29-Mar-99: |- Costactoffice- name/address & miriag site for devices) 2. Phooe number
Medical records indicate the patient took R.W. JOHNSON PHARM. RES. INST. p08-704-4504
) acetaminophen in addition to acetaminopen usa ).
", | with codeine #3 (dose, therapy dates DIV. OF ORTHO PHAﬁh§qEBT&pAL 3 Report source
23| unspecified) for wisdom tooth pain and had CORP. . ~ ), (check all that 2pply)
T been self-medicating with approx;mate1¥ 920 U.S. Route 202 Yo [ sorign
i 10-15 325 mg tablets acetaminophen daily for P.O. Box 300 . .
3 weeks. Subacute ingestion of large doses Raritan NJ 08869 . : . . 0 ey
of acetaminophen (4.8 g = 80 mg/kd/day x UsA o }?}q O sicrae
several weeks). Last acetaminophen ingestion ( Informjng Unit ) o
was approximately 8 days prior to admission AL el 1 consomer
(PTA) . Three days PTA the patient : o e K] bean
experienced generalized fatigue, imbalance, 4. Date recrived by manufacturer 5. T ETY professional
nausea, vomiting, anorexia and dark urine. sm—tariyny {ANDAs R5-08%
{Cont ) 03/29/99 03 waer iy
6. Relevant lests/ishoratory data, including dates IND#® D ey
16-Dec-94 urine HCG (-), ETOH (-), HBSAG 6. JIND, pratocel # rLAS fepreseative
{+), A-HAV (-), A-HIV1l (-~), APAP level less ) = O sswibwor
than 1, echogram abdominal impressiocn: liver pre-1938 Oy
normal in size but demonstrates prominence 7. Type of repory 0 ove
and increase in echogenicity of the (check all that apply) orc 0 r
peripheral portal branches 0 ser [ st product
{Lab data cont.) 8. Adverse event termis)
) 1omy [J periode 1) ANOREXIA
2) URINE ABNORMAL
B s [J wiowws — | 3) HEPATITIS
{Cant ) 4) FATIGUE
7. Other rel history, incleding preexisting medical condits (c.p.. allergies. mce, 9. Mir. report number 5) DIZZINESS
pregnancy. smoking and alcohol use, hepauc/renal dysfimcoon, eic.) b RTUSA1999000392 €) NAUSEA
No Pat Profiles Rptd 7) VOMITING

status post tubal ligation, no history liver
disease, occasional alcohol use (last intake
12 days PTA, less than 2 mixed drinks) 1. Name, sddress & phene #

Dr. William Lee

Univ. of Texas Southwestern Medical Ctr.
5323 Harry Hines Boulevard

ballas, TX 75235-8887
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R.W. JOHNSON PHARM. RES. INST. USA
DIV. OF ORTHO PHARMACEUTICAL CORP.
920 U.S. Route 202
1'.0. Box 300
Raritan NJ 088693
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' of 2. Mfr. report # : PRIUSA 1999000392
Date of this report : 04/13/99

B.S Describe event or problem (Cont...)

Two days PTA the patient developed right upper quadrant tenderness and drowsiness. The
patient was admitted to the hospltal on 16-Dec-94. She received full course
N-acetylcysteine. Patient's hepatitis B surface antigen (+). Patient improved, liver
function tests decreased and patient normalized. Patient was discharged on 19-Dec-94.
Principle diagnosis was hepatitis. Other morbid conditions/complications included
acetaminophen toxicity and hepatitis B infection.

Note: This is a dupllcate report of a case from McNeil Consumer Healthcare reference
. #0905685A.

B.6 Relevant tests/laboratory data, including dates (Cont...)

Lab Result :
sl.¥o. Test date Test name Test result Normal walus
e

1 12/716/%4 ALANINE AMINOTRANSFERASE 2672
ALBUMIN 3.6
ALBUMIN/GLOBULIN RATIO 1.0
ALKALINE PHOSPHATASE 266
AMYLASE 159
ASPARTATE AMINOTRANSFERASE 2978
BILIRUBIN, TOTAL S.5
CARBON DIOXIDE 28
CHLORIDE 102
CREATININE 0.6
GLOBULIN 3.7
GLUCOSE 72
HAEMATOCRIT 35.4
HAEMOGLOBIN 11.7
PARTIAL THROMBOPLASTIN TIME 38.1
POTASSIUM 4.4
PROTHROM TIME 13.6
SODIUM 138

. . UREA - 7
82 12/19/9%4 ALANINE AMINOTRANSPERASE 1491

ALBUMIN 3.1
ALKALINE PHOSPHATASE 178
ASPARTATE AMINOTRANSFERASE 1055
BILIRUBIN, TOTAL 3.1
PARTIAL THROMBOPLASTIN TIME 40.6
PROTHROM TIME 12.8
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G. All manufacturers
8. Adverse event term(s)

8) ABDOMINAL PAIN
9} SOMNOLENCE
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